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No C5F was submitted for the manufacturing use product, only a
list of the impurities was given. Refer to Confidential Appendix
A for the disclosure of these impurities.

61-2 - Description of Beginning Materials and Manufacturing
Process

Refer to Confidential Appendix A for a description of the
beginning materials and manufacturing process for Ignite,
Technical and Manufacturing Use Product. The following informa-
tion was not submitted:

A, Begihning Materials

1. Copies of all available technical specifications,
data sheets, and other documents by which the
composition, properties, or toxicity are
described;

2. All other information concerning qualiitative and
gquantitative composition of the beginning
materials.

E. Manufacturing Process

1. Statement of whether the process is a batch or
continuous process;

2. Information on the relative amocunts and the order
in which they were added:

3. Description of equipment used to produce the
product;

4. The duration of each process:

£. A description of any physical conditions which are
controlled during each step; and

6. Description of the purification procedures
including procedures to recover or recycle starting
materials, intermediates, or final product.

No manufacturing or formulation process is given for the end
use product. Information should be submitted stating whether the
process involves any chemical reactions or just a mixture of the
technical product and inert ingredients. If no reactions occur,
the formulating procedure should be described.
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61-3 - Discussion of the Formation of Impurities
Refer to Confidential Appendix A for a discussion of the
formation of impurities for the technical and manufacturing use

product. No discussion is given of any impurities formed in the
end use product.

Analysis and Certification of Product Ingredients

62-1 - Preliminary Analysis

Ignite, Technical l
The applicant has submitted the results of five

representative samples of Ignite, Technical, which were analyzed

for the active ingredient and each impurity. Refer to Confiden-

tial Appendiy B for the results of the analyses. The following

additional information is required:

I

1. A complete detailed description of each step in the
analytical method, AL 42/32;

2. The mean and standard deviation of the reported results;
and
3. A statement of the precision and accuracy of the

analytical method.

Manufacturing Use Product

The technical grade active ingredient (TGAI) is separated (
from impurities and other .ngredients by high performance liguid
chromatography (HPLC) on a strongly basic anion exchange column, (
125 x 4.6 mm. The mobile phase consisted of a potassium
dihydrogenphosphate solution C (KHoPOy4) with a molar concentra- (
tion of 0.1 mol/L in water. It is detected spectrophotometrical- |
ly by UV absorption at a wavelength of 195 nm. ;

Sample and standard sclutions are prepared as agueous
solutions of the precise amounts of the sample. The amcunt is
determined with a precision of at least 0.1 mg. The e@valuation
is done by the external standard method; therefore, sample
injection is carried out by means of a sample loop injector
using the "completely filled loop" mode. A second standard
solution with a concentration at least 10 percent different from
the flrst is injected as a means of checking the correct weighout
of the initial standard solution and the linear range of the
instrument. The constant response factor is alsoc checked. ;

To determine the precision of the analytical method, a
typical sample of the TGAIl was analyzed six times. The mean
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value was 19.85 percent with a standard deviation of 0.71
percent. The accuracy was determined by analyzing a total of
five samples consisting cof a small amount of a blank formulation
of typical composition and a precise amount of pure sample. The
mean recovery of the spiked blank formulation was 99.95 percent
with a standard deviation of 0.82 percent. The linear range for
the analytical method was 66 to 330 mg/100 mL with less than 1.5
percent deviation. ) o e

62-2 - Certification of Limits

The applicant has submitted a CSF (EPA Form 8570-4), which
includes the certified limits for Ignite, Technical and the end
use product Ignite, Herbicide. No limits were submitted for the
manufacturing use product. Refer to Confidential Appendix B for
the disclosure of these limits.

62-3 - Analytical Methods to Verify Certified Limits

Analytical methods and test results were submitted for five
representative samples of Ignite, Technical, which were analyzed
for the active ingredient and each impurity. The methods used
for the analysis are given below.

Substance Method of Deteciion
!
Active Ingredient AL 42/32 :
Methanol GC
1-Butanol GC
Water KF
NH4t (surplus) Kjeldahl
Chloride, C17 Titration
Acetate Ion Chromatography

A description of the analytical methods for the
determination of ammonium and chloride in Ignite, Technical was
given. Both are determined according to the AOAC official
Methods of Analysis. Ammonium is determined using method 2.065
and chloride is determined using method 34.128(a). However, no
description was given of the method AL 42,/32 used to detect the
active ingredient. Therefore, the data submitted cannot be
acceptable until a complete description of the method is
provided, as requested under 62-1.

The method submitted to verify the certified limits for the
end use product is HPILC. Ignite is separated from its impurities
using a strongly basic anion exchange column and is detected
spectrophotometrically by measurement of UV abscrption at a
wavelength of 200 nm. The guantitative comparison is carried out
by comparison with an external standard.
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14 mg/100 mL Ethyl acetate

MP - NR
EP - NR
Guidelines Reference
No. (40 CFR 158.120)
and Name of Property ___Degcription
63-9 - Vapor Pressure TGAI - Not determinable because of
decomposition of AI by
heating.
MP - NR
EP - NR
63-10 - Dissociation
Constant TGAI - pka, < 2;
pkas, = 2.9; pka; = 9.8
MP - NR
EP - NR
63-11 - Octanol/Water Al - p < 0.1
Partition MP -~ NR
Coefficient EP ~ NR
63-12 ~ pH PAT - 4.7 + 1

MP - 5.5 - 6.5

EP - 5.6 + 1 (1% solution in
distilled water)

5.7 + 1 (10% solution in
distilled water)

63-13% -~ gtability Al ~ Stable for at least 8 days at
room temperature.

EP - Heat stability - If stored in a
sealed glass bottle at 50° C
for 3 months, the product
remains chemically and physically
stable.

EP ~ Cold Stability - Formulation
does not separate when
maintained at 0° ¢ for 4 weeks.

63-14 -~ Oxidizing or MP - NR

Reducing Action EP -~ NR

63-15 -~ Flammabilit:- MP
EP

N/A (50% wzter)

65 + 2¢ C (cpen)

> 100% € (closed)

TGA] - Not determinable because of

an exothermic decomposition of

the AI at the melting range.



Guidelines Reference

No. (40 CFR 158.120)

and Name of Property

63-16 - Explodability

63-17 - Storage Stability

63-19 - Miscibility

63-20 =~ Cerrosive
Characteristics

63=21 ~ Dielectric
Breakdown

Recommendation

Description
MP - N/A_(50% water)
EP -“Not explosive material
TGAI - Not capable of dust explosion
MP - Stable when stored in glass
bottle at temperatures of 50" C
for 3 months. If stored in
unopened original containers at
temperatures of 25+ 5° ¢,
remains physically and chemical-
ly stable for at least 2 years,
TGAI ~ Remains physically and
chenically stable for 2 years
if stored in unopened original
containers at 25%+ %Y C; or
for 3 months at 50"+ 1° C.
EP - Remains chemically and
physically stable for 2 years
if stored in original containers
at 25+ 59 C.
MP - 44 + 4 mPa.s (cp) 20° ¢
EP - 68 + 5 mPa.s (cp) 209 C
MP - NR
EP - Miscible w/water, ketones, and
alcohols.,
TGAI -~ Not corrosive to polyethylene
bags used as packing material.
EP - Not corrosive to glass bottles
or high-density polyethylene
containers used as packing
material.
EP -~ Not for use around electrical

equipment.

The product chemistry data requirements for the manufactur-~
ing use product, end use product, and technical have not been

completely satisfie”. Thae following addit! ...

-

informa=ion is

required before registration can be issued:

(1
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1. Series 61=-2 - Descrlptlon of Beginning Materials and
Manufacturing Pro cess (Ignite, Technical and MP)

Copies of all available technical specifications, data
sheets, and all other information concerning qualita-
tive and quantitative composition of the beginning
materials; statement of whether process is a batch or
continuous process; information on relative amounts and
the order in which they were added; a description of the
equipment used; the duration of each process and a
description of any physical conditions which are
controlled; and a description of any purification
procedures;

2. BSeries 61-2 - Desgription of Beginning Materials angd
Manufacturing Process (Ignite, Herbicide)

A detailed description of the manufacturing process;

3. Series 61-3 - Discussion of the Formation of Impurities

A complete description of any impurities formed during

the manufacturing process; %E
4. Series 62-1 - Preliminary Analysis - MP and TGAI

A complete detailed description of the analyL1cal i

methods used to detect the active jingredient” (AL 327432 'M-Jk
and the impurity methanol: the mean and standard >y
deviation of the reported results;a statément of the -
precision and_accuracy of the methods; . ' __:iz /

AP

5. 5Series 62-2 -~ Certification of Limits

A CSF for the manufacturing use product; and /
6. Series 62-3 - Analytical Methods to Verify Certified
Limits

A description of the analytical method used to obtain
certified limits for the manufacturing use product.

As required for a pesticide regl,tratlon, uample= of the “““*Qﬁijz
technical grade active ingredient (200 gf and pure active ’
ingredient (5 #7 should be submitted along with the analytical”-f?;g
method fer ="~ artive ingredient - Y+ a following addrecs: ‘



=10

Active Ingredients Program

Attn: Head, Analytical Chemistry Section
Chemical Operations Branch

Benefits and Use Division

Office of Pesticide Programs
Environmental Protection Agency

Building 306, BARC East

Beltsville, MD 20705

Attachments

Confidential Appendix &
Confidential Appendix B
Product Chemistry Information Form A
Product Chemistry Information Form B









*Pages 13-18 Manufacturing process information may be entitled to confidential treatment*





